Biodistribution and shedding analysis following treatment with RP1 oncolytic immunotherapy In the skin cancer patients from
the IGNYTE clinical trial: Implications for pharmacy and other clinical staff
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Background

Results

 RP1 is a genetically modified herpes simplex virus type 1 (HSV-1)-based oncolytic

Figure 3. RP1 DNA levels in blood

Figure 5. RP1 DNA levels from the exterior dressing
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During preparation and
administration of RP1, care
providers should take universal
safety precautions (eg, wear a lab
coat, safety glasses, and gloves).

8 hours (2°-8°C) next injection, 15 days later, suggesting RP1 replication in tumors (Figure 3).
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FU, follow-up; IT, intratumoral; IV, intravenous; Q2W, every 2 weeks; Q4W, every 4 weeks.

Blood, urine, and swabs from the exterior of occlusive dressings, the surface of injection sites,
the oral mucosa, and any areas of suspected herpetic infection origin were collected
throughout the study (Figure 2). The presence of RP1 DNA was assessed using an RP1-
specific and sensitive gPCR assay. gPCR-positive swab samples were further tested for

BQL, below quantitation limit; C#D#, cycle number, study day number; FU, follow-up; hrs, hours; N, number of patients tested; n,
number of patients with DNA Virus Level equal to or above the lower limit of quantification; LOQ, limit of quantification

other caregivers, patients, and their families, with no evidence of transmission having
been reported

As pharmacy staff and other caregivers incorporate the use of viral oncolytic
Immunotherapies into patient care, biodistribution and shedding data will be important to
evaluate during development of internal protocols for handling of these agents

No live virus was detected from the swab samples that tested positive for RP1 DNA:

All swab samples (107 from the surface of injection site, 16 from exterior dressings, 9 from oral .
mucosa) which tested positive for RP1 DNA were assessed for the presence of infectious virus

by the TCID50 assay, and all tested negative for infectivity. There were no reported infections

of staff or caregivers.

Injection site: The incidence of RP1 DNA was highest during Cycle 2 with approximately
20% of patients having detectable levels at the injection site after 15 days post-RP1 injection
(Figure 4). During the safety follow-up period, RP1 DNA was only detected on the surface of

Infectious virus in validated 50% tissue culture infective dose (TCID50) assay.

The IGNYTE trial is now recruiting patients. To learn more about enrolling References:

Injected lesions and not at any other sites (eg, blood, urine).
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